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§1701.1

Description of the Test

1. I will give you a package and ask you to
read the instructions, open one unit, and re-
move the contents.

2. 1 will then give you an identical pack-
age, and ask you to open one unit and re-
move the contents.

3. I may ask you to open some other types
of packages.

4. 1 will ask you whether you think the
child-resistant package was easy or hard to
use.

CONSENT FORM FOR CHILD-RESISTANT
PACKAGE TESTING

The Consumer Product Safety Commission
has been using contractors to test child-re-
sistant packages for many years with no in-
juries to anyone, although it is possible that
a minor injury could happen.

| agree to test a child-resistant package. |
understand that | can change my mind at
any time. | am between the ages of 50 and 70,
inclusive.
Birthdate
Signature
Date
Zip Code

Office Use

Site:
Sample Number:
Test Number:
Package Number:

[38 FR 21247, Aug. 7, 1973, as amended at 60
FR 37735, 37738, July 22, 1995]

PART 1701—STATEMENTS OF
POLICY AND INTERPRETATION

Sec.

1701.1 Special packaging for substances sub-
ject to a standard that are distributed to
pharmacies to be dispensed pursuant to
an order of a licensed medical practi-
tioner.

1701.3 Applicability of special packaging re-
quirements to hazardous substances in
large size containers.

§1701.1 Special packaging for sub-
stances subject to a standard that
are distributed to pharmacies to be
dispensed pursuant to an order of a
licensed medical practitioner.

(@) In order to assist manufacturers
of prescription drugs in discharging
their responsibilities under the act
concerning such drugs that are distrib-
uted to pharmacies, the Consumer
Product Safety Commission has codi-
fied this statement of its policy con-
cerning which prescription drug pack-

16 CFR Ch. Il (1-1-97 Edition)

ages supplied by manufacturers to
pharmacies must comply with the
‘“special’”” (child-resistant) packaging
requirements contained in 16 CFR
1700.15.

(b) Manufacturers of prescription
drugs may package such drugs for dis-
tribution to pharmacies in different
types of packages, depending on wheth-
er the manufacturer intends that the
package will be the one in which the
drug is ultimately given to the
consumer or whether it is intended
that the pharmacist will repackage the
drug before it is dispensed to the
consumer. If the drug is supplied in a
bulk package from which individual
prescriptions are intended to be re-
packaged by the pharmacist, the manu-
facturer need not utilize special pack-
aging. However, the Commission inter-
prets the provision of the act as requir-
ing that all prescription drugs subject
to a special packaging standard that
are distributed to pharmacies shall be
in special packaging if the immediate
package in which the drugs are distrib-
uted by the manufacturer is intended
to be the package in which the drugs
are dispensed to the consumer. Exam-
ples of such packages include mne-
monic dispensing devices; dropper bot-
tles; packages with ‘‘tear off”’ labels;
packages which incorporate ancillary
instructions for consumer handling,
storage, or use on permanently affixed
portions of their labels; and products
intended to be reconstituted in their
original containers. The Commission
believes that this interpretation is nec-
essary in order to insure that the phar-
macist will actually dispense the drug
in the proper package. If the phar-
macist receives a request from the
consumer or an order from the pre-
scribing medical practitioner for con-
ventional (noncomplying) packaging,
section 4(b) of the act permits the
pharmacist to convert the package to
conventional packaging or repackage
the drug in conventional packaging.

(c¢) Manufacturers should also note
that section 4(a) of the act (which al-
lows a product to be marketed in non-
complying packaging of a single size
under certain circumstances) does not
apply to prescription drugs subject to
section 4(b) of the act. Thus, since the
section 4(a) single-size exemption for
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over-the-counter drugs and other
household substances does not apply to
prescription drugs, every unit of a pre-
scription drug subject to a special
packaging standard which is distrib-
uted to a pharmacy in a package in-
tended by the manufacturer to be dis-
pensed to a consumer shall be in spe-
cial packaging.

(d) Nothing in this statement of pol-
icy and interpretation should be inter-
preted as relieving the pharmacist of
the responsibility of insuring that all
prescription drugs subject to a special
packaging standard are dispensed to
the consumer in special packaging un-
less otherwise ordered by the prescrib-
ing practitioner or otherwise requested
by the consumer.

(Secs. 2-4, Pub. L. 91-601, 84 Stat. 1670, 1671
(15 U.S.C. 1471-1473); sec. 701(a), 52 Stat. 1055
(21 U.S.C. 371(a))

[43 FR 11980 Mar. 23, 1978]

§1701.3 Applicability of special pack-
aging requirements to hazardous
substances in large size containers.

The special packaging requirements
of the PPPA apply to ‘“household sub-
stances’’ for which the Commission has
determined there is a need for special
packaging, as provided in section 3 of
the act (15 U.S.C. 1472). At section 2(2)
of the act (15 U.S.C. 1471) (restated at 16
CFR 1700.1(b)(2)), the term household
substance is defined as ‘‘any substance
which is customarily produced or dis-
tributed for sale for consumption or
use, or customarily stored, by individ-
uals in or about the household * * *.””
The Commission has issued require-
ments for special packaging for certain
hazardous substances at 16 CFR
1700.14(a). Unless otherwise indicated in
the requirements for specific hazardous
substances, the Commission interprets
the term ‘“‘household substance’ as
only applying to these hazardous sub-
stances when packaged in containers
with a capacity of less than 5 gallons.
As a result, unless otherwise specified,
the hazardous substances at 16 CFR
1700.14(a) are not required to be in spe-

§1702.1

cial packaging when packaged in con-
tainers of 5 gallons or more.

(Secs. 2, 5, 7, 9, Pub. L. 91-601; 94 Stat. 1670-
1674 (15 U.S.C. 1471, 1474, 1476, 1478); sec. 30(a),
Pub. L. 92-573, 86 Stat. 1231 (15 U.S.C. 2079(a))

[43 FR 53712, Nov. 17, 1978]

PART 1702—PETITIONS FOR EXEMP-
TIONS FROM POISON PREVEN-
TION PACKAGING ACT REQUIRE-
MENTS; PETITION PROCEDURES
AND REQUIREMENTS

Sec.

1702.1 Purpose and policy.

1702.2 Procedural requirements and
ommendations.

1702.3 Substantive requirements.

1702.4 Petitions with insufficient or incom-
plete information.

1702.5 Failure to supply adverse informa-
tion.

1702.6 Trade secrets and other confidential
information.

1702.7 Justification for the exemption.

1702.8 Human experience data.

1702.9 Relevant experimental data.

1702.10 Human experimental data involving
the testing of human subjects.

1702.11 Product specifications.

1702.12 Packaging specifications.

1702.13 Labeling and packaging samples.

1702.14 Marketing history.

1702.15 Petitions alleging the incompati-
bility of child resistant packaging with
the particular substance petitioned for
exemption.

1702.16 Petitions requesting an exemption
for a drug or a new drug.

1702.17 Granting petitions.

1702.18 Denying petitions.

1702.19 Effect of filing petition.

AUTHORITY: Secs. 2(4), 3, 5; Pub. L. 91-601; 84
Stat. 1670-72; 15 U.S.C. 1471(4), 1472, 1474; sec.
10(a), 74 Stat. 378; 15 U.S.C. 1269(a); 21 U.S.C.
371(a); sec. 30(a); Pub. L. 92-573, 86 Stat. 1231;
15 U.S.C. 2079(a).

SOURCE: 45 FR 13064, Feb. 28, 1980, unless
otherwise noted.

rec-

§1702.1 Purpose and policy.

(a) Section 1700.14(a) of part 1700 lists
household substances the Consumer
Product Safety Commission requires,
under section 3(a)(1) of the Poison Pre-
vention Packaging Act of 1970, 15
U.S.C. 1472, to be contained in special
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